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1. Receiving Unit ... - |Center for Biologic Evaluation and Research
2. Record Name ... - |Biologics Marketing Applications
3. Regulatory Citation.... > |21 CER 601.2 and 314.50
4. Effective Date ... - |03-FEB-2000
5. For information ..

Contact:Michael Fauntleroy Phone:|(301) 827- 5101

Fax:  |(301) 827-5397 Email - ESUBPREP@CBER:.fda.gov

Address iCBER/OD,

HFM-99, 200N, 1401 Rockville Pike

Rockville, MD 20852-1444

6. Submit Electronic Records to..

Address:Document Control Center

HFM-99, 200N, 1401 Rockville Pike

Rockville, MD 20852-1444
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7. Electronic formats ..
a)|PDF b)|SAS Transport C)|ASCII
8. Media ..
a) |ICDROM b) IMagnetic Tape (DLT) |(©)
9. Transmission Methods ..
a) |Surface mail b) c)

10. An electronic copy of additional guidance describing the acceptance
criteria for this electronic record may be found in..

Guidance for Industry: Providing Regulatory Submissions in Electronic Format -
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